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(i) The certification is offered in sup-
port of the admissibility of a food that 
was not within the scope of the certifi-
cation; 

(ii) The certification was issued by an 
accredited third-party certification 
body acting outside the scope of its ac-
creditation under this subpart; or 

(iii) The certification was issued 
without reliable demonstration that 
the requirements of paragraph (a) of 
this section were met. 

§ 1.654 When must an accredited third- 
party certification body monitor an 
eligible entity that it has issued a 
food or facility certification? 

If an accredited third-party certifi-
cation body has reason to believe that 
an eligible entity to which it issued a 
food or facility certification may no 
longer be in compliance with the appli-
cable food safety requirements of the 
FD&C Act and FDA regulations, the 
accredited third-party certification 
body must conduct any monitoring (in-
cluding an onsite audit) of such eligible 
entity necessary to determine whether 
the entity is in compliance with such 
requirements. The accredited third- 
party certification body must imme-
diately notify FDA, under § 1.656(d), if 
it withdraws or suspends a food or fa-
cility certification because it deter-
mines that the entity is no longer in 
compliance with the applicable food 
safety requirements of the FD&C Act 
and FDA regulations. The accredited 
third-party certification body must 
maintain records of such monitoring 
under § 1.658. 

§ 1.655 How must an accredited third- 
party certification body monitor its 
own performance? 

(a) An accredited third-party certifi-
cation body must annually, upon FDA 
request made for cause, or as required 
under § 1.631(f)(1)(i), § 1.634(d)(1)(i), or 
§ 1.635(c)(1)(i), conduct a self-assess-
ment that includes evaluation of com-
pliance with this subpart, including: 

(1) The performance of its officers, 
employees, or other agents involved in 
auditing and certification activities, 
including the performance of audit 
agents in examining facilities, proc-
ess(es), and food using the applicable 
food safety requirements of the FD&C 
Act and FDA regulations; 

(2) The degree of consistency among 
its officers, employees, or other agents 
involved in auditing and certification 
activities, including evaluating wheth-
er its audit agents interpreted audit 
protocols in a consistent manner; 

(3) The compliance of the accredited 
third-party certification body and its 
officers, employees, and other agents 
involved in auditing and certification 
activities, with the conflict of interest 
requirements of § 1.657; 

(4) Actions taken in response to the 
results of any assessments conducted 
by FDA or, where applicable, the recog-
nized accreditation body under § 1.621; 
and 

(5) As requested by FDA, any other 
aspects of its performance relevant to a 
determination of whether the accred-
ited third-party certification body is in 
compliance with this subpart. 

(b) As a means to assess its perform-
ance, the accredited third-party certifi-
cation body may evaluate the compli-
ance of one or more of eligible entities 
to which a food or facility certification 
was issued under this subpart. 

(c) Based on the assessments and 
evaluations conducted under para-
graphs (a) and (b) of this section, the 
accredited third-party certification 
body must: 

(1) Identify any deficiencies in com-
plying with the requirements of this 
subpart; 

(2) Quickly implement corrective ac-
tion(s) that effectively address the 
identified deficiencies; and 

(3) Under § 1.658, establish and main-
tain records of such corrective ac-
tion(s). 

(d) The accredited third-party certifi-
cation body must prepare a written re-
port of the results of its self-assess-
ment that includes: 

(1) A description of any corrective ac-
tion(s) taken under paragraph (c) of 
this section; 

(2) A statement disclosing the extent 
to which the accredited third-party 
certification body, and its officers, em-
ployees, and other agents involved in 
auditing and certification activities, 
complied with the conflict of interest 
requirements in § 1.657; and 

(3) A statement attesting to the ex-
tent to which the accredited third- 
party certification body complied with 
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the applicable requirements of this 
subpart. 

(e) An accredited third-party certifi-
cation body may use a report, supple-
mented as necessary, on its conform-
ance to ISO/IEC 17021: 2011 or ISO/IEC 
17065: 2012 in meeting the requirements 
of this section. 

§ 1.656 What reports and notifications 
must an accredited third-party cer-
tification body submit? 

(a) Reporting results of regulatory au-
dits. An accredited third-party certifi-
cation body must submit a regulatory 
audit report, as described in § 1.652(b), 
electronically, in English, to FDA and 
to the recognized accreditation body 
that granted its accreditation (where 
applicable), no later than 45 days after 
completing such audit. 

(b) Reporting results of accredited third- 
party certification body self-assessments. 
An accredited third-party certification 
body must submit the report of its an-
nual self-assessment required by § 1.655 
electronically to its recognized accred-
itation body (or, in the case of direct 
accreditation, electronically and in 
English, to FDA), within 45 days of the 
anniversary date of its accreditation 
under this subpart. For an accredited 
third-party certification body subject 
to an FDA request for cause, or 
§ 1.631(f)(1)(i), § 1.634(d)(1)(i), or 
§ 1.635(c)(1)(i), the report of its self-as-
sessment must be submitted to FDA 
electronically, in English, within 60 
days of the FDA request, denial of re-
newal, revocation, or relinquishment of 
recognition of the accreditation body 
that granted its accreditation. Such re-
port must include an up-to-date list of 
any audit agents it uses to conduct au-
dits under this subpart. 

(c) Notification to FDA of a serious risk 
to public health. An accredited third- 
party certification body must imme-
diately notify FDA electronically, in 
English, if during a regulatory or con-
sultative audit, any of its audit agents 
or the accredited third-party certifi-
cation body itself discovers a condition 
that could cause or contribute to a se-
rious risk to the public health, pro-
viding the following information: 

(1) The name, physical address, and 
unique facility identifier, if designated 
by FDA, of the eligible entity subject 

to the audit, and, where applicable, the 
registration number under subpart H of 
this part; 

(2) The name, physical address, and 
unique facility identifier, if designated 
by FDA, of the facility where the con-
dition was discovered (if different from 
that of the eligible entity) and, where 
applicable, the registration number as-
signed to the facility under subpart H 
of this part; and 

(3) The condition for which notifica-
tion is submitted. 

(d) Immediate notification to FDA of 
withdrawal or suspension of a food or fa-
cility certification. An accredited third- 
party certification body must notify 
FDA electronically, in English, imme-
diately upon withdrawing or sus-
pending any food or facility certifi-
cation of an eligible entity and the 
basis for such action. 

(e) Notification to its recognized accred-
itation body or an eligible entity. (1) 
After notifying FDA under paragraph 
(c) of this section, an accredited third- 
party certification body must imme-
diately notify the eligible entity of 
such condition and must immediately 
thereafter notify the recognized ac-
creditation body that granted its ac-
creditation, except for third-party cer-
tification bodies directly accredited by 
FDA. Where feasible and reliable, the 
accredited third-party certification 
body may contemporaneously notify 
its recognized accreditation body and/ 
or the eligible entity when notifying 
FDA. 

(2) An accredited third-party certifi-
cation body must notify its recognized 
accreditation body (or, in the case of 
direct accreditation, FDA) electroni-
cally, in English, within 30 days after 
making any significant change that 
would affect the manner in which it 
complies with the requirements of this 
subpart and must include with such no-
tification the following information: 

(i) A description of the change; and 
(ii) An explanation for the purpose of 

the change. 

§ 1.657 How must an accredited third- 
party certification body protect 
against conflicts of interest? 

(a) An accredited third-party certifi-
cation body must implement a written 
program to protect against conflicts of 
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